IHCTPYKIIA

IJIsI MEIHYHOT 0 3aCTOCYBaHHsI JIIKapCHLKOT0 3aC0o0y

AMOKCMUIJI-K 625

(AMOXIL-K 625)

CKnao:

Oitoui peuoguHu: 1 TabneTKa MiCTUTh aMOKCULIWITIHY TPUTiApaTy, ¥ llepepaxyBaHHi Ha aMOKCHUIUIIH -
500 Mr Ta cyMmim Kasiio Kj1aByJaHaTy i MIKPOKPUCTAIIYHOl IIeJTI0JI03H Y CIIiBBiTHOIIEHH]
(1:1), y nepepaxyBaHHi Ha KJIaByJIaHOBY KUCJIOTY - 125 mr;

0ONOMIJCHI PeUOBUHU: 1IEJTI0NI03a MiKPOKPUCTaIiYHa, HaTPilo KPOXMAIbIIKOAT (THI A), KpEeMHiI0
mioKcup KonoigHuy 6e3BOHUIM, MarHilo cTeapaT, CyMmiu ayis mokKputTs «Opadry II White» 33G28707
(MiCcTUTB: TiTpPOMe03y (TiIPOKCUNIPOIIIMETUILEN0I03Y); TUTaHy miokcup (E 171); makTo3y,
MOHOTIOpaT; nojieTunenriikons (Mmakporomn) 3000; TpualeTus).

JIikapcbKka popma. TabmeTKH, BKPUTI ITIBKOBOIO 000JI0HKOIO.

OcHo8Hi (hi3uKo-ximMiuHi 81acMmuBoCcmi: TableTKH, BKPUTI IIITiBKOBOI 000I0HKOIO 0iT0r0 KOILOPY,
0BaJIbHOI ()OPMHU 3 TBOOIIYKJIOK [TOBEPXHEI0, 3 PHCKOI0 3 OMHOTO OOKY TabIeTKH.

®dapMakoTepaneBTHYHA I'Pyma. AHTubOaKTepianbHi 3aco0M [ CUCTEMHOI'0 3aCTOCYBaHHS.
Bera-makTamui aHTu6ioTHKY, neHinuniau. KoMm0Oinamii neninuninis 3 inridbiTopamMmu 6eTa-nakTamasH.
Kopm ATX JO1C RO2.

dPapmako102iuHi 8 1acmueocmi.

dapmakoOuHamika.

Mexani3M mil

AMOKCULINIIIH ABJIsI€ COO0I0 HATiBCUHTETUYHUY IeHiuIiH (0eTa-TakKTaMHUN aHTHOIOTHK),
KU iHri0y€e ofuH abo Kinbka pepMeHTiB (4acTo iMeHOBaHUX NMEHIIUITIH3B I3yI0UUMU
6inkamu, [136) y npoteci 6biocuHTeTHYHOr0 MeTab01i3My 6aKTepialbHOTO MENTHAOTIiKaHy,
IO € HEBi'EMHUM CTPYKTYPHUM KOMIIOHEHTOM KJIITUHHOI CTiHKM OaKTepid. IHTiOyBaHHS
CUHTEe3y NEeNTHUAOTTiKaHy IPU3BOAUTD [0 MMOoCaa0IeHHs KIITUHHOI CTiHKY, HAC/TiZKOM YOTO0 €
mi3uc i 3arubenb KIIiTHH.



AMOKCHIIUIIIH € YYTJIUBUM [0 POIIIEINIeHHS OeTa-TaKkTaMa3aMH, 110 MPOAYKYIOThCS
PE3UCTEeHTHUMU OaKTepisiMM, OTXKe, CTIEKTP aKTUBHOCTI aMOKCUIIUJIIHY SIK MOHOTepaIllii He
BKJII0Ya€ OpraHi3Mu, sIKi IPOAYKYIOTh Ii EPMEHTH.

KnaBynaHoBa KucjoTa € 6eTa-lTakKTaMoM, CTPYKTYPHO CIIOPiIHEHUM i3 nmeHinuniHamMu. BoHa
IeakTUBYE MesKi pepMeHTH OeTa-TaKTaMasu, TUM CaMUM 3amobiraroyy iHaKTHBaIlil
amokcununiny. KimaBynaHoBa KUCIOTa y BUTJISIZIi MOHOTEpAIlil He BUSBIISIE KITiHIYHO
KOPHUCHOTO aHTUOaKTepiaTbHOTO eeKTy.

CoisBignomenus OK/OI

Yac, 110 nepeBullye MiHiManbHY iHTiOyi0ouy KoHLeHTpailiio (Y>MIK), BBaXKa€eTbCSI OCHOBHUM
(bakTOpOM, IKUY BU3HA4Ya€ e(PeKTUBHICTh aMOKCUIIUTIIHY.

MexaHi3MU PE3UCTEHTHOCTI
[CHYIOTh IBa MeXaHi3MU PEe3UCTEHTHOCTI 0 aMOKCHUIIXJIiHy/KJIaBy1aHOBOl KUCJIOTH:

- inakTuBallis 6akTepianbHUMU OeTa-TaKTaMalaMH, SIKi caMi 1mo cobi He iHTiOYIOThCS
KJIaBYJIaHOBOIO KMCJIOTOI, BKIt04Yarouu Kiac B, Ci D;

- nmepetBopeHHs [136, 110 3MeHIye adiHHICTh aHTHOAKTEPiaIbHOTO ITpemnapaTy A0 MillleHi.

HempoHuKHICTE 6aKTepiit abo MexaHi3M pedIIoKCHOTO Hacoca MOXKe BUKJTUKATH
PE3UCTEeHTHICTh OaKkTepiit ab0 CIIPUATH 11, 30KpeMa, Y rpaMHeraTUBHUX OaKTepiil.

FQaHI/I‘-IHi 3Ha4YE€HHA

'panuuni 3HaYenHsa MIK 11 aMOKCHUIMITIHY/K/IaBy/1aHOBOI KMCJIOTH, BCTAHOBJIEHI €BPOIIENCHKUAM
KOMiTeTOM 3 BUIIpOOyBaHHS aHTUMIKPoOHOI uyTnuBocTi (EUCAST)

MikpoopraHizmu ['paHnYHi 3HAYEHHS YyTIUBOCTI (MKT/MJI)
YyT1nusi [Tomipuo uytnusi  Pe3ucreHTHI
Haemophilus influenzae' <1 - > 1
Moraxella catarrhalis' <1 - >1
Staphylococcus aureus * <2 - >2
KoarynasoneraTusHi < 0,25 > 0,25
cradinokoku >
Enterococcus' <4 8 > 8
Streptococcus A, B, C, G < 0,25 - > 0,25
Streptococcus pneumoniae® < 0,5 1-2 >2
EnTtepobaxTepii * - - > 8
'pamMHeraTuBHi aHaepoOHI <4 8 > 8
bakTepii '
['paMno3uTyBHI aHaepoOHI <4 8 > 8
GakTepii '
'panuyHi 3HAUEHH, 1[0 HE <2 4-8 > 8

CTOCYIOTLCSI OKPEMHUX BH[IB '



' TloBimoMIIeHi 3HAYEHHS IS KOHIIeHTpallil aMOKCHUIIUJIIHY. 3 METOI0 BUIIPOOyBaHHS
YYTIUBOCTI KOHIIEHTPALlis KJIaByJ1aHOBOI KHCJIOTH BCTaHOBJIEHA y 3HAYEHHI 2 MI/II.

? TloBimoMJIEH] 3HAYEHHS NS KOHIIEHTpALliil OKCalUIiHy.

3 'paHNYHI 3HAYEHHS, HaBeeHi B TaOIuIl, po3paxoBaHi i3 rpaHUYHUX 3HAYEHb MIJIS
aMIIinUIiHY.

‘T'paHNYHe 3HaYeHHs Pe3UCTEHTHOCTI R>8 Mr/I 03Hagae, Mo BCi IITaMK 3 MexXaHi3MaMy
PE3UCTEHTHOCTI 3asBJIeH] K Pe3UCTEeHTHI.

* I'paHMYHI 3HaYeHHs, HaBe[eHi B TaO/uIli, pO3paxoBaHi i3 TPaHUYHUX 3HAUEHD IS
OeH3UNNeHIIUTIIHY.

P03M0OBCIOIKEHICTh PE3UCTEHTHOCTI MOXKe 3MiHIOBATUCS reorpadidHo i 3 YacoM ais
OKpeMHX BHUiB, TOMY 0akaHO MaTH MicIieBy iHdopMalliio om0 4yTAUBOCTi, 0COOIUBO MPH
JMiKyBaHHI TSXKKUX iHQeKIIii. 3a He0OXiMHOCTI MOTPiOEH eKCIIePTHH BUCHOBOK, SIKIIIO
MicCIleBa PO3IMOBCIOAKEHICTh PE3UCTEHTHOCTI € TAKOIO, 1110 KOPUCTh IIperapaTry, IpuHauMHi
IpU OesKUX TUIax iHdeKIlil, BUKIUKae CyMHiBH.

3a3BuYai YYTOUBI BUOU

['paMIIo3uTHBHI aepobu: Enterococcus faecalis, Gardnerella vaginalis, Staphylococcus aureus
(4yTIuBUH [0 MeTI/H.[I/IJ'IiHy)E, Coagulase-negative staphylococci (4yTIuBUY 00 METHUIUIIIHY),
Streptococcus agalactiae, Streptococcus pneumoniae’, Streptococcus pyogenes Ta inmi GeTa-
reMOJIiTUYHI CTPENTOKOKY, Irpyna Streptococcus viridans.

['paMHeratuBHi aepobu: Capnocytophaga spp., Eikenella corrodens, Haemophilus influenzae’,
Moraxella catarrhalis, Pasteurella multocida.

AHaepoOu: Bacteroides fragilis, Fusobacterium nucleatum, Prevotella spp.

Bupy, nis sKuxX HaOyBaHHS PE3UCTEHTHOCTI Moxke OyTy mpobiemMoio

['paMOo3uTHBHI aepobu: Enterococcus faecium?®.

['paMHeraTHBHi aepobu: Escherichia coli, Klebsiella oxytoca, Klebsiella pneumoniae, Proteus
mirabilis, Proteus vulgaris.

[IpYPOOHO PE3UCTEHTHI MIKPOOPraHi3Mu

['paMHeraTHBHi aepobu: Acinetobacter sp., Citrobacter freundii, Enterobacter sp., Legionella
pneumophila, Morganella morganii, Providencia spp., Pseudomonas sp., Serratia sp.,
Stenotrophomonas maltophilia.

[HIITi MiKPOOPraHi3Mu:

Chlamydophila pneumoniae, Chlamydophila psittaci, Coxiella burnetti, Mycoplasma
pneumoniae

[’ [IpuponHa moMipHa 9yTIMBICTE 3a BifCYyTHOCTI HAGYTOr0 MeXaHi3My Pe3UCTEHTHOCTI.

“ Bci cTadioKoKy, pe3uCTeHTHI 0 METUIUITIHY, € PE3UCTEeHTHUMH [0 aMOKCUIAITIHY/
KJIaByJIaHOBOL KMCJIOTH.

1Sf:repf:ococcus pneumoniae, pe3UCTEHTHUN [0 NMEHIUIIIHY, He CIIif JIiKyBaTH L€l JTiKapChKOI0
(hbopMOI0 aMOKCHUIIUJIIHY/KJIaBy1aHOBOI KUCIIOTH (OuB. po3minu «Croci0 3aCTOCyBaHHS Ta JO3U»
Ta «OcoONMMBOCTi 3aCTOCYBaHHS»).

* [llTaMu 3i 3HMKEHOI0 YyTIUBICTIO OyJIM 3apecCcTpoBaHi y Aeskux KpaiHax €C i3 4acTOTOI BHUIIE
10 %.

dapmaxoKiHemuxka.

Abcopbuyisa. AMOKCHILIMTIIH i KJTaBy/laHOBa KKMCJIOTa IIOBHICTIO K COIIIOIOTL ¥ BOMHOMY PO34uHi IIpU
¢izionoriunomy piBai pH. O6ugBa KOMIOHEHTH IIBUAKO Ta fo0Ope abcopOyI0ThCs MpU IepopaibHOMY
npuiioMi. BiomOCTYIHICTE aMOKCHUIIMITIHY Ta KJIaByJ1aHOBOI KUCIOTH CTaHOBUTH npubnmu3uo 70 % npu



nmepopanbHOMYy mpuiiomi. [Tpodini 060X KOMIIOHEHTIB Y MJIa3Mi iTeHTHYHI, @ Yac OOCATHEHHS
MaKCHMaJIbHOI KOHIIeHTpaii B ma3mi (T,,,) IS KOKHOT'0 KOMIIOHEHTA CTAaHOBUTh IPUOJIU3HO OTHY
TOOVHY.

Kon1enTpanii aMOKCHUIIXATIIHY Ta KJIaByJIaHOBOl KMCJIOTH y CUPOBATII, 110 AOCATAIOTHCS IIPU IPUKUOMI
aMOKCUIIUIiHY/KIaBy1aHOBOI KUCJIOTH, iTeHTUYHi TUM, III0 HOCSITal0ThCS NIPH ITePopaibHOMY NpUiioMi
€KBiBaJIEHTHUX []03 aMOKCUIIWIiIHYy a00 KJaBy/1aHOBOI KMCJIOTH OKPEMO.

Po3nodin. bnuabko 25 % 3araabHOr0 00CsATY KIaBYJIaHOBOI KUCJIOTH Y m1a3Mi Ta 18 % 3arambHOTO
AMOKCUIIUIIIHY B I71a3Mi 3B’sI3yI0ThCS 3 GinkaMu. YSIBHUHN 00’€M PO3IOMiNy CTAHOBUTH ONM3BKO
0,3-0,4 n/kr pnsg aMoKcHIMIiHY i 61u3bK0 0,2 /KT OIS KJIaByJaHOBOI KUCIIOTH.

[Ticns BHYTPIIIHbOBEHHOT'O BBEIeHHS aMOKCHIIUIIIH i KJlaByJlaHOBa KUCJIOTa Oy/Iu BUSBIIEHI B
JKOBYHOMY MiXypi, YepeBHiN TKaHUHI, IIKipi, 2KUPOBiM TKaHWHI, M’'I30Biil TKaHUHI,
CHUHOBIaJIbHIM Ta MepUTOHEaIbHIN PiguHi, XK0BYi i THOI. AMOKCHIIUIIIH He PO3MOIiISeThCs
0OCTATHLOK MipOX0 B CIMHHOMO3KOBIiH PiAuHI.

HocmimKeHHS Ha TBApHHAX He BUSBUJIM XKOJHUX JO0Ka3iB 3HAUHOI 3aTPUMKH PEUOBHH, TOXiAHUX Oy Ib-
SKOT0 KOMIIOHEHTa IIpenapary, y TKaHUHaX OpraHi3My. AMOKCHUIIUIIIH, 5K i OiNbLIiCT NEHINITIHIB,
Moxke OyTH BUSIBIIEHUU y TPygHOMY Mosiolli. He3aHayHa KinbKiCTh KJIaBYJIaHOBOI KUCJIOTH TaK0XK MOXKe
OyTu BUSIBJIEHA B TPYOHOMY MOJIOI (IMB. pO3MiNn «3acTOCyBaHHA y Iepiofd BariTHOCTI abo romyBaHHS

TPYIOIIO»).

Byno BusBneHo, 0 K aMOKCHLIMIIIH, TaK i KJIaByJlaHOBA KHACJIO0Ta IPOHUKAIOTh KPi3b IIalleHTapHUM
Oap’ep (muB. Po3[in «3acTOCyBaHHS y mepiof BariTHOCTI aG0 rOOyBaHHS IPYILIO»).

BiompaHcgopmauisa. AMOKCUILIUIIIH Y4aCTKOBO BUBOLUTHCS i3 CeUel0 Y BUTTIA1 HEaKTHUBHOL
MEeHIIUIONHO] KMCIOTH B KiTbKOCTAX, eKBiBameHTHUX 10-25 % moyaTkoBoOl fo3u. KnaBynaHoBa
KMCJIOTa 3HAYHOIO Mipoio MeTa0oJIi3yeThCsl B OpraHi3Mi JIIOAUHY i BUBOJUTHCS i3 cedelo i hekanissmu
Ta y BUTJISAL HBOOKUCY BYIJIEII0 Y BUAUXYBAaHOMY IIOBITpI.

BusedeHHs. OCHOBHUM IIJIIXOM BUBEEHHS aMOKCHUIUJIIHY € HUPKH, TOZl K KJIaByJlaHOBa KUCJIOTa
BHUBOUTHCS SIK HUPKAMHU, TaK i IUISIXOM [il T03aHUPKOBUX MeXaHi3MiB.

Y 3mopoBux m0OpPOBOIBIIB CepenHil mepio HaniBBUBEeHHS aMOKCHULIMITIHY/KJIaBy1aHOBOI
KHMCJIOTHA CTaHOBUTHL MPUOJIM3HO OOHY FOJUHY, a CEpefHill 3aranbHuM KiIipeHC - MpubIu3Ho
25 n/rop. PisHOMaHITHI fOCHIAKEHHS IT0Ka3aJjly, 1110 BUMIIEHHS 13 ceyelo cTaHOBUTH 50-85 %
IJIs1 aMOKCUIMIiHy Ta 27-60 % [Jis K1aBy/1aHOBOI KUCJIOTH IIPOTATOM 24-TONUHHOTO Iepioxy.
Y BUNAOKY KJIaBYJIaHOBOI KMCJIOTH, HalbisbIlla KilbKiCTh PEUOBAHU BUBOOUTHCS IIPOTSITOM
IepIux 2 TOOUH MiCIg IPUuoMy.

OpHouacHe 3aCTOCYBaHHS MPoOeHEeNU Iy CIIOBIIbHIOE BUBEIEHHSI aMOKCHUITUIIIHY, ane He
3aTpPUMY€ HUPKOBOI eKCKpellil K1aByJIaHOBOI KUCIIOTH (OUB. Po3[in «B3aemopisa 3 iHImuMu
JMiKapChKUMU 3aco0aMu Ta iHIIT BUOYM B3AEMOIiii»).

Bik. Ilepion HamiBBUBEOEHHSA aMOKCULIWIIHY € iIeHTUYHUM [JId AiTeX BIKOM Bif 3 MiCSAIiB 10O 2 POKiB,
OiTel CTapuIoro BiKy Ta mopociux. [I1s giTeu (y TOMy 4UCJIi HELOHOILIEHUX HEMOBJIAT) IIEPIIOTO
TUXKHS KUTTS 4aCTOTa IPUUOMY He IOBMHHA IIePEBUIIyBaT! OBa pPa3u Ha JeHb Yepe3 He3PiliCTh
HUPKOBOT'O IUISIXY BUBedeHHs. OCKIiNMbKY MAIliEeHTH JTITHBOTO BiKYy OiJIBII CXUIBHI 10 3HUKEHHS
GYHKIIIT HUPOK, DO3yBaHHS CIliff o0upaTu 3 06epekHICTIO, peKOMEHIYETHCS TaK0XK KOHTPOIb
HUPKOBOI QYHKIIl.



ITopyweHHA PyHKUil HUPOK. 3arallbHUN CUPOBATKOBUM KJTipEHC aMOKCHUITUIiHY/KJIaBy1aHOBO1
KHCJIOTY NIPOIOPLIMHO 3MEHITYEThCS 31 3HUKEHHSIM HUPKOBOL QyHKIIl. 3HUKEHHS KITipEHCY
npernapary Ginbll BUpaXeHe IS aMOKCHULIUIIIHY, HiX [JIs KJIaBYJIaHOBOI KMCJIOTH, OCKiIbKY Oinbla
YaCcTKa aMOKCULIUJIIHY BUBOAUTHCSA HUPKaMu. [Ipy HUPKOBIY HEOOCTAaTHOCTI JO3yYBaHHS Ma€
3anobiraTy HagMipHiN KyMy/silii aMOKCHUIIUIIIHY, y TOH e 4ac 30epiraiouu JOCTaTHi piBHI
KJIaBYJIaHOBOI KMCIOTH (AuUB. po3xin «Crocib 3acTOCyBaHHS Ta [O3U»).

ITopyweHHs ¢pyHKYii neviHku. [TallieHTaM 3 IeYiHKOBOIO HEIOCTATHICTIO PEKOMEHAYETLCS 00epexkHe
3aCTOCyBaHHS IIpenapary i peryasapHuil KOHTPOJb PYHKIIII MeYiHKH.

KrinigHi xapaKTepHCTHKH.
IToka3zanHus.

JlikyBaHHSs OakTepianbHUX iHPEKLiN, CHPUYMHEHUX YYTIUBUMHU [I0 IIperapaTy MikpoopraHizaMaMy,
TAKUX SIK: TOCTPUi OaKTepianbHUN CUHYCUT; TOCTPUM CEPeHill OTUT; MiATBEpAXKEHE 3arOCTPEHHS
XpOHIYHOTO GPOHXITY; HerocmiTalbHa THEeBMOHIS; IUCTUTH; IieToHedpuTH; iHQeKIil mKipu Ta M’ IKUX
TKQHUH, Y T.4. LEeJII0JITH, YKYCU TBapUH, TAXKKi eHTOaIbBEOIIPHI abcliecy 3 MOUINPEeHNM
1eII0ITiTOM; iH(deKIil KicToK Ta Cyryio0iB, y T. 4. OCTEOMI€TIiTH.

IIpomunoka3aHHs.

[TigBuIeHa YyTNUBICTE [0 Oymb-IKUX KOMIIOHEHTIB IIpernapary, m0 O0yab-IKuX aHTUOaKTepiaTbHUX
3aco0iB rpynu NeHiluIiHiB.

HasBHiCTh B aHaMHe3i TAKKUX peakllill rinepuyyTauBOCTi (B T.4. aHadinakcil), moB’'13aHuX i3
3aCTOCYBaHHSM iHIUX OeTa-TaKTaMHUX areHTiB (y T.4. 1ledasiocnoprHiB, KapOamneHeMiB a6o
MOHOOAKTaMiB).

HasiBHICTh B aHaMHe3i XKOBTSHHUIII a00 qucyHKIII meyinky, 0B’ I3aHUX i3 3aCTOCYBaHHIM
aMOKCHULIUIIHY/KJIaByJIaHaTy.

B3aemodisn 3 inwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.
AHmukoazyasaHmu 015 NepopasnbHO20 3aCMOCYB8AHH S

AHTUKOAryISHTH I I1epOopajibHOT0 3aCTOCYBaHHS Ta aHTUOIOTHKY MEHILKAITiIHOBOTO POy
IIIMPOKO BUKOPHUCTOBYIOTHCS Y IPAKTHULII IIPU BiICYTHOCTI IIOBiOMJIEHDb IIPO B3aEMOZIIO.
OpHak omMcaHO BUMAAKYU 30iNbIIeHHS MiXKHaPOTHOTO KoedillieHTa HOpMati3allil y malfieHTis,
SKi IpUiMany alleHoKyMapol abo BapdapuH Ta SKUM OyB IPONUCAHKN KypC TiKyBaHHS
AMOKCHUIIMITIHOM. fKII0 HeoOXimHUMi OJHOYACHUM IPUMOM TaKKUX IIperaparTiB, CIIifl peTeabHO
KOHTPOJTIOBATH ITPOTPOMOiHOBUI iHEKC, ab0 MixkHapomHul KoedillieHT HopMarisaliii, mpu
momaBaHHI ab0 MPUNKMHEHHI MPUIOMY aMOKCUIUIiHy. KpimM Toro, Moxke OyTy moTpidHa
KOPEKIIifl [O3U aHTUKOATYJISIHTIB [IJIs1 IePOPaIbHOT0 3aCTOCYBaHHS (OUB. PO3ALIH
«OcobnuBocTi 3acTocyBaHHs» Ta «[100iuHi peakxiii»).



Memompexcam

[TeHIiUMIHN MOXYTh 3HUKYBaTH BUBEJleHHSI METOTPEKCATY, 1110 BUK/IMKA€E IIOTEHIIHE
30iNTBIIIEHHS TOKCUYHOCTI.

ITpobexeyud

OpHouyacHe 3aCTOCyBaHHS NPoOeHelUay He PeKOMeHAYEeThCs. [IpobeHenyy 3MeHIIy€e
HUPKOBY KaHAJIbIIEBY CEKpelliio aMoKCuIuiiny. CylmyTHE 3aCTOCYBaHHS MpobeHenuy Moxe
IIPHU3BECTHU [0 MiABUIIEHHS PiBHI aMOKCULIWIIIHY (ajie He KJlaByJIaHOBOI KUCJIOTH) Y KPOBI,
sTKe 30epiraeTbCs MPOTIATOM TPUBAJIOTO Yacy.

MikogeHoram mopemun

Y xBopux, SKi JIKyIOThCA MIKO(QEHOIaTOM MOGETHUIOM, IiCJId I0YaTKy 3aCTOCYBaHHS I€POPaIbHOr0
aMOKCHLIMIIHY 3 KJIaBy/1aHOBOIO KMCIIOTOI0 MOXKE 3MEHIIUTHACH ITPeg030Ba KOHIIEHTPallid aKTUBHOTO
MeTabomiTy MikopeHOoMbHOI KucaoT mpubau3no Ha 50 %. LIg 3MiHa Mpemo30BOro piBHSI MOXKe He
IIOBHICTIO BiATIOBimaTH 3MiHi 3arajbHOl €KCIIO3UIil MiKOQEHOIbHOI KUCTOTU. TaKuM YMHOM, 3MiHa Y
mo3yBaHHI MiKodeHomaTy ModeTuIy 3a3Budail He MOTPiOHA, SKIIO0 HEMAE KITiIHIYHOTO MiATBEPOKEHHS
nuchyHKII TpaHCITaHTaTa. OgHAaK MUIbHE CIIOCTEPEXKEeHHS HeoOXifHe I 4ac CyMicHOTO
3aCTOCyBaHHS Ta BIPOLOBXK AESAKOT0 Yacy Iic/ig aHTUOiOTUKOTeparil.

Oco06.1u8ocmi 3acmocyeaHHsi.

[lepen nmouyaTKoM Teparii mpemapatoM Amokcun-K 625 cnig petenbHo 3i6paTu iHdopMariiio
100 TOTePeHiX peakiliil MiABUINEHO] YyTIUBOCTI Ha MeHiIuIiHY, 1edamocnopuru abo iHImi
OeTa-nakTaMHi npenapaTtu (OuB. po3ninu «IIpoTunoka3zaHHsa» Ta «I100iuHi peakirii»).

[ToBigoMmisizocst PO CepHo3Hi Ta B OKPEMUX BUTIA[IKaX JIeTalIbHi peakilil migBUIIeHol
YyTNIUBOCTI (BK/II04Yaouu aHadimaKTOIgHI peakilil Ta TAXKKi IMIKipHi mo0iyHi peakiril) y
Malli€HTIB, SKi OTPUMYBAJIM JIiKyBaHHS MEHIUTIHOM. Peaxirii rinepuyTiuBOCTi TaKOXK MOXKYThb
IporpecyBaTH [0 cuHApoMy KoyHica - cepiio3Hol aniepriuHoi peakiiii, Ka MoXke IPU3BECTH IO
indapkTy mMiokapma (muB. po3min «I[To6iuni peakmii»). Taki peakiiii OinbI BiporigHi y XBOpuUxX 3
MigBUIIEHO YYTIUBICTIO [0 MEHINUIIHY B aHaMHe31 Ta NallieHTiB 3 aTOMIYHUMU 3aXBOPIOBaHHSIMHU.
[Ipu mosBi aneprivyHol peakilil CJIif TPUIUHUTHA 3aCTOCYBaHHS aMOKCUIMIIHY/KJIaBy/1aHOBO1 KMCJIOTH
Ta PO3II0YaTH BiAIOBIIHY aJlbTEPHATUBHY Teparlito.

Y pasi gKi1110 goBefeHo, 110 iHdeKIlis BUKINKaHa MIKpOOpraHisMoM(-aMu), 4y TIABUM(-UMH)
[0 aMOKCHUIUIIIHY, CIIi[l PO3T/ISHYTU NEPEeXif Bii aMOKCHUIIUTiHY/KIaBy1aHOBOl KUCJIOTH [0
aMOKCHULIMJIIHY BiATIOBIZHO A0 3arajJbHONPUNHATHX HAaCTAHOB.

Amoxkcun-K 625 He migxoouTh OJist 3aCTOCYBAHHS 3a HasIBHOCTI BUCOKOTO PU3UKY TOTO, IO BiporimHi
30yIHUKYM 3aXBOPIOBAHHS MAIOTh 3HUKEHY YyTIUBICTh a00 PE3UCTEHTHICTh 00 OeTa-TaKTaMHUX
IIpernaparis, sSKa He OIlocepenKoBaHa OeTa-TakTaMa3aMu, Yy TIMBUMHU [0 iHTiOyBaHHS KJaByJIaHOBOO
KMCJI0TOI0. He ciim 3acToCOByBaTH 1110 JTiKAPCHKY GopMy mjis TiKyBaHHS PE3UCTEHTHOTO 10
neHinuiiny S. pneumoniae.

Y nanieHTiB 3 nopyumeHHIM (QYHKIIil HUPOK Ta y Halli€HTiB, IKi IPUAMalOTh BUCOKi 103U
Ipernapary, MOXK/IMBe BUHUKHEHHS cynoM (OuB. po3min «[1o6iuni peakiii»).



Cnipm yHEKaTH 3aCTOCYBaHHS aMOKCHUIIUJIiHY/ KJIaBy/1aHOBO1 KMCJIOTH IIPH Mifo3pi Ha
iH(EKIIMHNY MOHOHYKJIE03, OCKIJIBKY B IbOMY BUIIQKy i3 3aCTOCYBaHHSIM aMOKCULIUJIIHY
Oyno moB’si3aHe BUHUKHEHHS KOPOIOAiOHOTO BUCUTIAHHS.

OZHOYACHUY IPUUOM aJIONYPUHOIY IIif] Yac JIIKyBaHHSA aMOKCULIUIIIHOM IIiIBUIIYE
MMOBIPHICTh BUHUKHEHHS allepPTriuHuX peakiii 3 60Ky MIKipH.

TpuBasie 3aCTOCYBaHHS B OKpEMUX BUIIAKaX MOXe IIPU3BECTHU N0 HAIMIPHOI0 PO3MHOXEHHS
MIKpOOPraHi3MiB, HeUyT/JIMBUX [0 IIpenapary.

BUHUKHEHHS Ha IOYaTKYy JIIKyBaHHSA rapsg4KOBOl reHepali30BaHOl epUTEMH, TI0B I3aHOL 3
YTBOPEHHSIM IIYCTYJ, MOXe OyTH CUMIITOMOM T'OCTPOI'0 TeHepasi30BaHOT0 eK3aHTeMaTO3HOI0
nyctynbody (ITEII) (muB. po3min «ITobiuHi peakiii»). Taka peakilis BUMara€e IpunuHeHHS
3aCTOCYBaHHS MIpenaparTy Ta € MPOTUIIOKa3aHHAM OJIg ITOAAJbIIOr0 3aCTOCyBaHHS
aMOKCHUIIUITIHY.

Cnig 3 00epexkHiCTI0 3aCTOCOBYBAaTH aMOKCHUIUIIiH/K/IaBy/IaHOBY KUCJIOTY MalliEeHTaM 3
O3HAKaMu MopyuIeHHs QYHKIII mevinky (quB. po3minu «Crocid 3acTOCYBaHHS Ta MO3U»,
«[Ipotunoka3aHHs» Ta «I100iuHi peakirii»).

[ToBigoMIISITIOCS TIPO YCKIagHEHHS 3 OOKY MeUiHKY ITepeBaXkKHO Y YOJIOBIKiB Ta MallieHTiB
JITHBOTO BiKY, III0 MOXKYTb OyTHU TIOB’sI3aHi 3 TPUBAJIUM JIiKyBaHHAM. [1po Taki yCKIIagHEHHS Y
OiTeu MOBigOMIISIIOCS OyZKe PifKo. Y BCIX Py MalLliEHTIB CUMIITOMHY, SIK IIPaBUJI0, BUHUKAIOTh
nig yac abo He3abapoM Iics JTiKyBaHHS, IPOTE B OKPEMUX BUIMIAKaX MOXKYTb 3'SIBUTHCH
JIUILE Yepes KiJlbKa TUKHIB MICIIA 3aKiHUeHH JIiKyBaHHs. Taki ABUINA, K IIPaBUIIO, €
000pOTHUMH. YCKITafiHEHHS 3 60Ky IEUiHKU MOXKYTh OYTU TSIXKKUMHU, Y BUHITKOBO PiKiCHUX
BUTAJKaX - JeTaJlbHUMU. TaKi ABUIlla MalXKe 3aBXKOU CIIOCTEPIraJucCs y MallieHTIiB 3 TAKKUM
OCHOBHUM 3aXBOPIOBaHHSM a00 THX, XTO OBHOYACHO NIPUIMaB IIpernapaTu 3 BifoMUM
TIOTEHI[INHUM BIIJIMBOM, II0 MOXKe IIPHU3BECTH [0 YCKIIafHeHb 3 00Ky MeYiHKu (IUB. PO3Min
«ITobiuHi peakirii»).

[Ipu 3acTOoCyBaHHI MaiiXke BCix aHTHOaKTepiallbHUX IIPelapaTiB, BKIIOYal0YX aMOKCHUIUIIIH,
TIOBiAOMIISITIOCS IIPO aHTUOIOTHKOACOI[INOBAaHUY KOJIIT, CTYIIiHb TSIKKOCTi SKOTO MOXKe
BapiloBaTH Bif IETKOTO M0 HeOe3MeyHoro ojis KUTTS (OuB. po3nin «[1o6iuni peakii»). Tomy
BaKJIMBO BPaXOBYBaTH IIe¥ [iarHO3 IMallieHTaM 3 HasBHOIO Oiape€ro mif yac abo micmus
npuiioMy Oynb-IKuX aHTUOi0TUKIB. [1pu m0siBi aHTOI0THKOACOLiMOBaHOTO KOJIITY CJIif
HeraHO IPUNIUHUTY 3aCTOCYBaHHSA AMOKCUILY-K 625, 3BepHYTUCS 32 MEIUYHOIO NOIIOMOI'00
1 po3moyaTy BifNOBiAHE JIIKyBaHHA. 3aCTOCYBaHHS IIPOTUIIEPUCTANIbTUYHUX IIpeapaTiB y
TaKOMY pa3i IPOTUIIOKAa3aHo.

[ToBimOMISAIOCS PO BUNIAAKY BUHUKHEHHS CUHAPOMY MeOUKaMEeHTO3HOI'0 €eHTEPOKOJIITY
(drug-induced enterocolitis syndrome (DIES)) nepeBaxHO y HiTeH, siKi OTpUMYBaJIX
aMOKCUITUIIiH/KJIaBYJIaHOBY KUCIOTY (OuB. po3min «[1o6iuHi peaknii»). CHHIPOM MeOUKaMeHTO3HOT0
€HTEPOKOJIITy - ajiepriuHa peakilisi, OCHOBHUM CUMIITOMOM SIKOi € TpuBase OmoBaHHS (depe3 1-4
TOOVHY TIiCNIg 3aCTOCYBaHHA JTiIKapChKOro 3acoly) 3a BiICYTHOCTI aeprivHux WKipHUX abo
pecripaTOpHUX CUMIITOMIB. [J0IaTKOBI CUMIITOMU MOXKYTh BK/II0UaTH Oiflb y KUBOTI, fiapero,
rinorensito abo nefkouTO3 3 HEeUTpodinieto. 3adikcoBaHi cepiio3Hi BUNagKy, BKIIOYAI0YU
IIPOTPEeCYBaHHs [0 ILIOKY.



[Tpu TpuBail Teparil peKOMEHOY€EThCA IIepioguyHa oliHKa (QYHKIIiM CHCTEM OPraHiB, ¥ TOMY
yuCIli QPyHKIII HUPOK, IeUiHKY Ta KPOBOTBOPEHHS.

Y nanieHTiB, Ki IpuiiMany aMOKCULIWIIIH/KIaByJIaHOBY KUCIIOTY, B PiAKICHUX BUIIafKaXx
TIOBiIOMJISLIIOCS TTPO MTOIOBKEHHS TPOTPOoMOiHOBOTO iHAEeKCY. [Ipyu ofHOYaCcHOMY NpHU3HavYeHH]
AQHTUKOATYJISHTIB CJTif 3MiMCHIOBATH BiNTIOBIOHUYE KOHTPOb. [I1g MigTpUMKU OakaHOTO PiBHS
aHTHUKOATyJIsIil Moxe OyTH MoTpiOHa KOPEKIlis 031 aHTUKOATYJISIHTIB IJIs1 IepOpPabHOT0
3aCTOCyBaHHS (IUB. pO3Ainu «B3aeMopis 3 iHIMMY TiKapchKUMU 3acob6aMu Ta iHIIi BUOW B3a€MOMil»
Ta «ITo0iuHi peakirii»).

[NamieHTaM 3 MOPYIIEHHSIM (QYHKIIiI HUPOK CJIifi CKOPUTYBaTHU 03y 3aJIe3KHO Bifl CTyIIeHs
OPYIeHHs (OuB. po3min «Crocid 3aCTOCYBaHHS Ta MO3U»).

Y marfieHTiB 31 3HUXKEHUM [iype30oM AyxKe PiAKo CrocTepiranacs KpUCTanypis (BKIHOYadu
roCTpe ypaXeHHS HUPOK), lepeBakHO NIPU apeHTepasbHil Tepamil. [1ig gac npuiiomy
BUCOKUX 003 aMOKCULIUAIIIHY CJIif MiATPUMYBATH AOCTATHE CIIOKUBaHHSA PiIUHU Ta Oiypes 3
METOI0 3HUKEHHS UMOBIPHOCTiI KpUCTaypil, OB’'s13aH0]l 3 aMOKCUIIMTIHOM. Y TAIli€HTIB 3
KaTeTepu3alliel0 Ce40BOI0 MiXypa CJIifi perylsapHO IepeBipaTy NPOXigHICTh KaTeTepiB (OUB.
po3ninu «[To6iuni peakiii» Ta «Ilepemo3yBaHHS»).

[Tig gac mikyBaHHS aMOKCHILMJIIHOM CJIifl 3aCTOCOBYBaTH (DepMEHTATUBHI METOOU
BHM3HAYeHHS I'TIOKOOKCHOA3u IIPU BUMPOOYBaHHI Ha HagBHICTh TJIIOKO3HU B C€Yi, OCKiTbKY IIPU
3aCTOCYBaHHI HehepMEHTATUBHUX METOMIB € BipOTiAHICTb OTPUMaHHS XMOHOMO3UTUBHUX
pe3yJbTaTiB.

HasiBHiCTBH KI1aBy/IaHOBOI KHCIOTH y penapaTti AMokcuny-K 625 Moxke mIpu3BecTd 10
HecrneludpivyHoro 3B’g3yBanHs IgG i anb0yMmiHy MeMOpaHaMu €pUTPOIMTIB, 1110 MOXKE
IIPH3BECTU 10 XMOHOTIO3UTUBHUX Pe3ybTaTiB mpobu KymoOca.

[ToBimomsizioCs: PO MO3UTUBHI pe3ynbTaTé (epMEHTHOI0 iMyHOaHami3y 3 BUKOpUCcTaHHAM Platelia
Aspergillus BupobuunTBa Bio-Rad Laboratories y marienTis, ki mpuiitmManu
aMOKCUITUIIiH/K/TaByJIaHOBY KHMCJIOTY Ta y SIKUX 3rofoM OyJla BU3HaHa BilCYTHICTh iHPeEKIIil
Aspergillus. TToBigoMnsnocs Ipo IepexpecHi peakilil 3 mojricaxapugaMu Ta oJlidpypaHo3aMy non-
Aspergillus ipu IpoBefeHHI iMyHOpEpPMEHTHOT0 aHai3y 3 BUKopuctaHHaM Platelia Aspergillus
BupoOHULTBa Bio-Rad Laboratories.

ToMy 1I03UTHBHI pe3ynbTaTy aHalli3iB y Malll€HTIB, AKi OTPUMYIOTH JIIKyBaHHSA
aMOKCHILIUJTIHOM/KJTaBYJIAaHOBOIO KUCIIOTOIO, CJTif] iHTepIpeTyBaTu 3 00ePeXKHICTIO i miATBepaKyBaTH
IHIMUMU OiaTHOCTUYHUMU METONAMU.

[IpemapaT MiCTHATh TaKTO3Y SIK JOMOMIiXKHY PEeYOBUHY, TOMY IIpernapaT He CJIif 3aCTOCOBYBaTH
malieHTaM 3 HellePeHOCHMICTIO TallakTo3u, fedinuToM makTas3u a0o MOPYIIeHHSIM BCMOKTYBaHHS
TJII0OKO3K/TaJIaKTO3H.

Lleit mikapchbku# 3aci6 MicTuTh MeHIne 23 Mr/mo3y HaTpiwo (Big 0,8624 mr/Tad mo 1,2936 mr/Tald),
TOOTO MPAKTUYHO BiIbHUY BiJ HATPiIo.

Lleit mikapcbkuit 3aci6 mictuth MenIe 39 Mr/mo3y Kasmito (24,52 mr/Tab), ToOTO MPAKTUYHO BiIbHUM
Biz karito.



3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.

BaritHicTh. PenpoyKTUBHI JOCTiAKEeHHS Ha TBapHHaX IIepopaIbHUX i IapeHTepanbHuX GopM
aMOKCHIMIIiHY/KIaBynaHarty (500 mMr/125 Mr) He BUSIBUIM 2KOOHOI TepaTOreHHOo1 fmil. B xomi
OJHOTO [OCJIiIXKEHHS 3a Y4acTiO0 XKiHOK 3 ITepeiuacHUM PO3PUBOM 0O0JIOHOK IJIofia
IIOBITOMIISIZIOCS, IO IPOQiTaKTHUYHE 3aCTOCYBaHHS aMOKCULIMIIHY/K/IaByJlaHaTy

(500 mMr/125 Mr) Moxe OyTU IOB’I3aHO 3 MiIBUILIEHHSM PU3UKY HEKPOTHU3YIOYOT0
E€HTEPOKOJIITy Y HOBOHAPOIXKEHUX. K i TPy 3aCcTOCYBaHHI iHIIKX JTiKapChKUX 3aC00iB, CHif
YHUKATH 3aCTOCYBaHHS IIpenapary IIifl Yac BaTriTHOCTi, 0COOJIMBO B ITEPIIOMY TPUMECTPI,
KpiM BUNAOKiB, KONM, Ha AYMKY JIiKaps, Take 3aCTOCYBaHHS € HEOOXiTHUM.

[Nepion rogyBaHHS rpyanio. O6uaBa aKTUBHI KOMIIOHEHTH IIpefiapaTy eKCKPeTYIOThCS y TpyIHe
MOJIOKO (HeMae iH¢popMallil CTOCOBHO BIIJIMBY KJIaByJIaHOBOI KMCJIOTY Ha HEMOBJIS, SKe 3HAaXOOUTHCS
Ha I'PyIHOMY BUTOLOBYBaHHi). BiOloBiAHO, Y HEMOBIATH, SIKe 3HAXOOUTHCS Ha TPYAHOMY
BUT'OJIOBYBaHHi, MOXKJIMBA MOsIBA Hiapei Ta rpubKoBoi iHpeKIii cTu30BuX 000JI0HOK, TOMY I'OTyBaHHS
TPYAQOI0 CIifg NpUNUHUTHA. CIlig NPUUHATU 00 YBaru MOXKJ/IMBICTh BUHUKHEHHS aJIepPriYHUX peakilin.
Amoxkcun-K 625 y nepiog rogyBaHHs IPyALI0 MOXHA 3aCTOCOBYBATH JIMIIE TOMI, KOJIU, HA OYMKY
JiKaps, KOPUCTH Bifl 3acToCyBaHHA Oy[ie epeBakaTy PU3UK.

30amuicmb enaueamu Ha weudkKicmob peakuii npu KkepyeaHHi asmompaHcnopmom a6o
iHwumu mexanizmamu.

HocmimKeHHS 000 3TaTHOCTI ITpelapaTy BIJIMBATH Ha IIBUAKICTH peakllil Ipu KepyBaHHI
aBTOTPAHCIIOPTOM i IpalLfoBaTU 3 IHIIMMU MeXaHi3MaMU He IIPOBOAUNNCE. [IpoTe MOXKIIUBE
BUHUKHEHHS HebaxaHuX eeKTiB (TaKuX 5K ajepriuHi peakxilii, 3allaMOpOYeHHs, CYIOMH), SKi
MOXKYTh BIUIMHYTH Ha 3[aTHICTh KEPyBaTH aBTOMOGiNEM i IpaltoBaTH 3 iHIIMMY MeXaHi3MaMu (IUB.
po3min «ITo6iuHi peaxkirii»).

Cnoci6 3acmocyeaHHss ma do3u.

[Tpemapart CJIif 3aCTOCOBYBATH 3TigHO 3 OQII[iNHUMK peKOMeHJalisiMU 100 aHTHOI0TUKOTepaIIii Ta
NaHUMU MiCIIeBOI UyTIUBOCTI 10 aHTUOioTUKA. UyTIUBICTh O aMOKCULIUITIHY/K/IaBy/laHATY
BiIpi3HSAETHCS Y Pi3HUX perioHax Ta MoXke 3MiHIOBAaTHCS 3 4acoM. Y pasi HeoOxigHOCTI cif
3BEPHYTUCS 10 MAHUX LI0J0 MiCIIeBOI UyTIMBOCTI Ta, KO MOTPiOHO, TpoBeCcTH MikpoOiooriune
BA3HAYEHHS Ta TECT Ha YYT/IUBICTh.

Y pasi HeoOXiTHOCTI CITif PO3TJITHYTH MOXKJIMBICTh 3aCTOCYBAHHS aJlbTePHATUBHUX (HOPM
BUITYCKY aMOKCHIIWITiHY/ KJIaByJIaHOBOI KMCIOTH (TOOTO TaKMX, 1110 3a0€3MeUyI0Th BHUII 103U
aMOKCHULIMITIHY Ta/abo0 pi3Hi CIiBBiIHOILIEHHS BMiCTy aMOKCUIIMIIIHY Ta KJIaByJIaHOBOI
KUCIOTH) (guB. po3minu «Oco0IuBOCTI 3acTOCyBaHHS» Ta «PapMaKoguHaMiKa»).

[iama3oH IPOMOHOBAHUX /103 3aJIe2KUTh Bifl 0YiKyBaHUX MATOTEHIB Ta IX YYTIUBOCTI IO
aHTubaKTepiaTbHUX IIpernaparTiB, TAXKKOCTI 3aXBOPIOBaHHA Ta JIOKasi3allil iHgekIril, BiKy, Macu Tifa Ta
GYHKIIII HEPOK XBOPOTO.

[ mopocnux Ta fiTed 3 Macow Tina = 40 kr 3aranbHa 0o00Ba 403a CTaHOBUTH
1500 mr amokcuuminy/375 Mr KiaByJIaHOBOI KMCIIOTH (3 TabeTKH) py MpU3HaY€eHHi, K 3a3Ha4eHO
HUXKYe.



Inst miTed BikoM Bif 6 PoKiB 3 Macolo Tina Big 25 mo 40 Kr MakcuMalibHa 7000Ba 103a CTAaHOBUTD
2400 mr amokcuuuiiny/600 Mr KyaBynaHOBOI KUCIOTH (4 TableToK) Mpy NPU3HaYeHHi, K 3a3Ha4eHO
HUXKYe.

Ao st mikyBaHHS MOTPiIOHO MpHU3Ha4YaTH OibIli HO3W aMOKCHUILIMIIIHY, CJTif 3aCTOCOBYBATH iHIIT
dbopMM BUIIYCKY aMOKCHUIIMITIHY/ KJTaBY/TaHOBOI KMCJIOTH, 100 YHUKHYTH IPU3HAYEeHHS 3aUBUX
BHCOKHX [103 KJIaByJIaHOBOI KHCJIOTH.

TpuBanicTs niKyBaHHS BU3HA4alOTh 3a KJIiHIYHOIO BiiMOBIAAIO Malli€eHTa Ha TiKyBaHHA. [ledki iHdekil
(HampuKIIa 0OCTEOMIENIiT) TOTPeOyI0Th TPUBAJIIIIOrO JIiKyBaHH. JIiKyBaHHS He MOBUHHO TPUBATH
6inbine 14 gHiB 6e3 mepernsany (ouB. po3min «Ocob6NIUBOCTI 3aCTOCYBAHHSI» CTOCOBHO TPHBAJIOl
Teparil).

Ilopocai ma 0imu 3 macow miaa = 40 ke

1 Tabnetka AMokcuny-K 625 3 pa3u Ha 10o0y.

Ilimu e8ixom 8i0 6 pokie 3 macow miaa 8id 25 0o 40 k2

Io3za Big 20 Mr/5 Mr/Kr Macu Tina/mo6y mo 60 mMr/15 Mr/kr macu Tina/moby, po3fineHa Ha 3 MPUMOMH.

Ockinbku TabneTKy He MOXKHa [JiMUTH, OiTSM, Maca Tijla IKUX MeHIIe 25 KT, 110 popmy
Amoxkcuny-K 625 He Ipu3HAYalOTh.

X80opi 1iMHb020 BIKY

Kopekuist no3u marjieHTaMm JIiTHBOTO BiKy He moTpiOHA. [Ipu HeoOXimHOCTI f03y KOPUTYIOTh 3aJIeKHO
Bifl QyHKII1 HUPOK.

Ilo3yeaHHA npu nopyweHHi pyHKUii HUPOK

o3yBaHHs 6a3yeThCS Ha PO3pPaxyHKy MaKCUMaJIbHOTO PiBHA aMOKCUIMIiHYy. HeMae HeoOXimHOCTI
3MiHIOBATH [03y NallieHTy IpU KiIipeHCl KpeaTuHiny > 30 MI1/XB.

Ilopocai ma dimu 3 macow miaa = 40 ke

KnipeHC KpeaTuHiHy 500 mr/125 mr 2 pa3u Ha go0y

10-30 mn/xB

KripeHC KpeaTuHiHy 500 mr/125 mr 1 pa3 Ha fo0y

< 10 mn/xB

["'emMomiami3 500 mr/125 Mr koxHi 24 rogunu mitoc 500 mr/125 Mr nig gac
miasii3dy Ta MOBTOPHO B KiHII Aiani3y (OCKiIbKY KOHI[eHTpallisi
AMOKCUIMIIIHY Ta KJIaBYJIaHOBOI KHMCJIOTH B IJIa3Mi 3HUXKYETHCS)

Ilimu sixom 8i0 6 pokie 3 macow misa 8id 25 do 40 k2

Ockinbku TabMEeTKY He MOXKHA HiNMWTH, OiTIM, Maca Tina Skux Bim 25 mo 40 Kr, 3 KIipeHcoM
KpeatuHiny Mmenie 30 My1/xB abo miTSIM, SKi 3HAXOOSTHCS Ha reMofianiai, 110 ¢popmy
Amoxkcuny-K 625 He IpU3HAYaAIOTE.



I[lo3yeaHHs npu nopyweHHi GyHKuUil neyiHKu
3acTocoByBaTu 00epekHO; HeOOXiIHO PETyNISIPHO KOHTPOJIOBAaTH QYHKIIII0 IeUiHKHU.

TabmeTKy CIif KOBTATH I[iJI010, He PO3KOBYI0UU. AKII0 HEOOXigHO, OIS MOJETIIEeHHS ITPOKOBTYBaHHS
Ta0JeTKy MOXKHa Po3jlaMaTH HaBIIil Ta IPOKOBTHYTH IIOJIOBUHKY, HE PO3XKOBYIOYH.

[Ipemapart ciim mpuiMaTH Mg Yac oy, 106 3BeCTH A0 MiHIMyMy IOTEHIIMHY IITyHKOBO-
KUIIIKOBY HEIIEPEHOCUMICTh.

TpuBamicTh NiKyBaHHS BU3HA4alOTh iHAUBiOyanbHO. JIIKyBaHHS He CIIifl MpofoBKyBaTu Oinbiie 14 ni6
0e3 OLIiHKYU CTaHy XBOPOTO.

JIiKkyBaHHS MOXKHA [1049aTH [TapeHTEePaIbHO, a IOTIM IIPOJOBXKUTHU II€POPATIBLHO.

Himu.

Amoxkcun-K 625 3aCTOCOBYIOTE AiTAM BiKOM Bif 6 POKiB 3 Maco Tijla He MeHIIe 25 KT.

Ilepedo3yeanHsi.
CumnroMu

MoXyTb CIIOCTEPITaTUCS CHMIITOMY PO3J/IafiB IUIYHKOBO-KUIIKOBOTO TPAKTY Ta IOPYIIEHHS
OanaHCy piguHU Ta eneKTpomniTiB. CrocTepiranacs KpUCTanypis, MoB’si3aHa 3 TPUAOMOM
aMOKCHIIMITIHY, 110 B OKPEMHUX BUIagKaxX IPU3BOAUIIA 0O HUPKOBOI HEIOCTATHOCTI (OUB.
po3pain «Oco0IMBOCTI 3aCTOCYBaHHS»).

Y nanieHTiB 3 nopyumeHHIM (QYHKIIil HUPOK Ta y Nalli€HTiB, IKi IPUAMalOTh BUCOKi 03U
npenapaTy, MOXJ/IMBe BUHUKHEHHS CYLOM.

[ToBimOMISAIOCS PO OCiHaHHS aMOKCHUIIUIIIHY ¥ KaTeTepax Ce40BOr0 MiXypa, IIepeBaxkHO
IIiC/Is1 BHYTPIIIHBOBEHHOT 0 BBEOEHHS Y BUCOKUX fo3ax. Cilif peryasapHO epeBipiaTu
IPOXimHICTb KaTeTepiB (muB. po3min «OcoOMMBOCTI 3aCTOCYBAHHSI»).

JIiKyBaHHA

[Topy1eHHS 3 00Ky IITyHKOBO-KHIIIKOBOTO TPAKTYy MOXKHA JIiKyBaTHA CUMIITOMaTUYHO,
3BePTalOYM yBary Ha 0ajlaHC PiouHN/eIeKTPOJIITIB.

AMOKCHUIIUITIH/KJTaByIaHOBa KHCJI0Ta MOXKYTh OyTU BUa/lIeHi 3 KDOBOTOKY 3@ IOIIOMOI0I0
reMofiaisy.

ITobiuni peakuii.

Haii6inbInn yacTo MOBiMOMIISIIOCS PO Taki mobiuHi peakirii Ha npemapart (I1P), sk miapest,



HyOoTa Ta OMI0oBaHHS.

[lepenik HeOaxkaHUX peakllill Ha Ipenapar, BifoMuX 3 KITiHIYHUX JOCTigXKeHb
aMOKCHUIIMITiHY/KJIaByJ/laHATY i TOCTPEECTPAIIIMHOTO HATrIsAAy Ta KiacudikoBaHUX 3a
CUCTEMHO-OpraHnHuM KnacoM MedDRA, HamaeThCst HUXKUE.

3aCcTOCOBYETHCA TaKa Kjacudikallis 4acTOTH BUHUKHEHHS MOOIYHUX e(eKTiB:
nyxe 4dacto 3 1/10;

yacTto 3 1/100 Ta < 1/10;

HedacTo 3 1/1000 ta < 1/100;

pigko 3 1/10000 Ta < 1/1000;

nyxe pigko < 1/10000;

HEeBiZOMO (4acTOTy HEMOXKI/IMBO OLIHUTHY 3 HasfiBHUX JAaHUX).

IHexuii ma iHeasii.

YacTo: KaHAUI03 IIKipYU Ta CIU30BUX 000JIOHOK.

HesigoMo: HagMipHe PO3MHOXKEHHS MIKPOOpPraHi3MiB, HEUYTIMBUX [0 IIpenapary.
Posaadu 3 60Ky kpogomeopHoi ma aimgpamuuHoi cucmemu.

Pigko: 060poTHA NTeMKOMeHis (BK/II04Yal0Yy HEHTPOIIeHii0) Ta TPOMOOIIUTOIIEHIS.

HeBimomo: 060pOTHMI arpaHyJIOIUTO3 i TeMOJIiTUYHA aHeMisT; 30iIbIIeHHST Yacy KPOBOTedi Ta
IPOTPOMGIHOBOTO iHmeKCy'.

Po3zaadu 3 60Ky imyHHoi cucmemu'™,

HeBimomo: aHTioHeBpOTHYHMM HAOPSK, aHadinakcis, CHHOPOM, MOmiOHUN 00 CUPOBATKOBOI XBOPOOH,
aJlepriyHuii BaCKyJIiT.

Posaadu 3 60Ky Hepeosoi cucmemu.

HeuacTo: 3ammaMopoYeHHs, TOJIOBHUH Oifb.
Hesigomo: 060poTHA TimepaKTUBHICTE i CyJOMH" .
HesBigoMo: acenTHYHUYN MEHIHTIT.

Po3snadu 3 6oky cepus.

Hesigomo: cuagpoMm KoyHica.

Po3sadu 3 60Ky wayHK0B0-KUWKOB020 MPaAKmy.

Yacro: miapes, HyfoTa’, GI0BaHHS.



Heuacro: Po3jiagyu OIJIYHKA.

Hesimomo: aHTHOI0THKOACOif0BAHMH KOMIT, «4OPHUI BOJIOXaTHI S3KMK», 3MiHa 3abapBiIeHHs 3y0HOI
emani'!, CHHIpOM MeMKaMeHTO3HOT0 eHTepokority (drug-induced enterocolitis syndrome (DIES)),
TOCTPHUU ITaHKPEaTHUT.

I'enamobiaiapHi po3aadu.
Hewacro: nifgsumenss pisasa ACT ta/a6o AJIT.
HegBimoMo: rematuTu’ Ta X0IeCcTaTHYHA KOBTSIHUIS .
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Posaadu 3 60Ky wkipu ma niOwKipHUX MKAHUH " .
HeuacTo: mKipHi BucumanHs, cBepOixK, KpOIUB THKaA.
Pigko: mynsTudOpMHa epuTeMa.

Hesigomo: curmpom CTiBeHca-[I3)KOHCOHA, TOKCUYHUH ellifepMaabHUN HEKPOITi3, OyIb03HUH
excoTiaTUBHUI JepMaTUT, TOCTPUI TeHepali3oBaHuil eK3aHTeMaTO3HuUI yCTyIb03’, peakllis Ha
7Ky 3 eo3uHOBinieo Ta cucteManMu cumntoMamu (DRESS), xBopo0Oa miHifHOTO

imyHorno6ymniny A (IgA).

Po3aadu 3 60Ky HUPOK ma ce4osugioHux wasxis.

Ilye pigKo: iHTepcTUIiaTbHNI HePHUT, KPECTAIypisa® (BKII0YAI0UH TOCTPe YPaxKeHHs HUPOK).

' Mus. po3min «Ocob6IMBOCTI 3aCTOCYBaHHS».
2 . .
HuB. po3nin «OcobIUBOCTI 3aCTOCYBaHHS».

’ HymoTa 4dacTillle oB’si3aHa 3 IPUIAOMOM OibII BUCOKKX IIepOpaIbHUX 03 Ipenapary. Ilpu
BUHVKHEHHI IIJTYHKOBO-KUAIITKOBUX PEAKI[iN IX TAKKICTh MOXKHA 3HU3UTH IIJITXOM IPUIAOMY
Amoxkcuny-K 625 mig yac igu.

* ¥V ToMy umcIi nceBmoMeM6paHo3HKH KOTIT i reMopariuauii KomiT (AuB. po3fin «Oco6IuBoCTi
3aCTOCYBaHHS»).

° [Tomipue mipumenHs piBHiB ACT Ta/a6o AJIT dacTiie crocTepiranocs y mamieHTiB, sSKi
OTPUMYBAJIH JIiKyBaHHS aHTUOiOTMKaMU OeTa-lTaKTaMHOI T'PYIH, ajle 3HaYKUMIiCTh IUX pPe3yJIbTaTiB
HeBizoMa.

° 1Ii sBMIIa CIIOCTepiranucs y pasi 3aCTOCyBaHHS iHIIMX aHTHOIOTHKIB MEHIIUIiHOBOTO Ta
1edanocrnopuHOBOro psaay (AuB. po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).

’ TIlpu BUHUKHEHHI peaklill mifBUIIeHOl YyTJIUBOCTI (OepMaTUTY) 3aCTOCYBaHHS IIpenapaTy Cif
IPUNUHUTY (OUB. Po3ain «OcoOMMBOCTi 3aCTOCYBaHHS»).

® Mus. po3min «Ilepemo3yBaHHs».

® TuB. po3pin «OCOBIMBOCTI 3aCTOCYBAHHSI».



' Mus. po3min «IIpotunokasaHHs» Ta «OCOGIUBOCTI 3aCTOCYBAHHS».

"' TIpo 3MiHy 3aGapBneHHs 3y6GHOI eMali Aye PiaKo HOBiIOMIANOCS y fiTeil. PeTenbHa riricsa
POTOBOI TOPOXKHUHYU MOXKE TONEPETUTH TaKy 3MiHy 3a0apBIIeHHS, OCKITBKY 1€ SBUILE YCYBAEThCS
IIJISIXOM YHITeHHS 3y0iB.

Tepmin npudamHocmi. 2 POKH.

YmoBu 30epiranus. 30epiratu B OpuriHaabHIN YIAKOBII Tpu TeMnepaTypi He Buiie 25 2C.
30epiraTy B HEOOCTYIIHOMY OJISI [iT€ MiCIIi.

YnakoBka. [1o 7 TabneTok y 6micTepi, mo 2 a6o 3 GmicTepu B mayiii.

Karteropist Bimmycky. 3a pelenToMm.

BupoOHuK. [TAT «KuiBmenmpemnapar».

Micue3HaxoaKeHHsI BUPOOHHKA Ta MOT0 aJpeca MicCIisi IPOBaKeHHsI Tis/TbHOCTI.

Ykpaina, 01032, m. Kuis, Byn. Cakcarancekoro, 139.



